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DETAILED ACTION 
Specie Election 

This application contains claims directed to more than one species of the generic 
invention. These species are deemed to lack unity of invention because they are not so 
linked as to form a single general inventive concept under PCT Rule 13.1 . Currently 
claims 1-8 are generic to a plurality of patentably distinct species of: 

1 . compounds of formula (I). 

The above listed species are distinct as to the different compounds of formula (I) 
of which all have different chemical structures and different mechanisms of action, 
lending to different pharmacological action of each one. Further, the recited species 
acquire a separate status, because they can be classified in different classification. 
Different classification of species is prima facie evidence of undue burden of search. 

Applicant is required, in reply to this action, to elect a single species of one 
compound of formula (I) to which the claims shall be restricted if no generic claim is 
finally held to be allowable. The reply must also identify the claims readable on the 
elected species, including any claims subsequently added. An argument that a claim is 
allowable or that all claims are generic is considered non-responsive unless 
accompanied by an election. 

Upon the allowance of a generic claim, applicant will be entitled to consideration 
of claims to additional species which are written in dependent fomri or othenwise include 
all the limitations of an allowed generic claim as provided by 37 CFR 1 .141 . If claims 
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are added after the election, applicant must indicate which are readable upon the 
elected species. MPEP § 809.02(a). 

Applicant is advised that the reply to this requirement to be complete must 
include (i) an election of a species or invention to be examined even though the 
requirement be traversed (37 CFR 1 .143) and (ii) identification of the claims 
encompassing the elected invention. 

The election of an invention or species may be made with or without traverse. To 
reserve a right to petition, the election must be made with traverse. If the reply does not 
distinctly and specifically point out supposed errors in the restriction requirement, the 
election shall be treated as an election without traverse. 

Should applicant traverse on the ground that the species are not patentably 
distinct, applicant should submit evidence or identify such evidence now of record 
showing the species to be obvious variants or clearly admit on the record that this is the 
case. In either instance, if the examiner finds one of the inventions unpatentable over 
the prior art, the evidence or admission may be used in a rejection under 35 U.S.C. 
1 03(a) of the other invention. 

Applicant is advised that in order for the reply to this requirement to be complete 
it must include an election of the invention to be examined even though the requirement 
be traversed (37 CFR 1.143). 
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Election 

During a telephone conversation with John Kilyl<, Jr. on 1/30/2007 an election 
was made with traverse to prosecute the invention of 2-(2-oxopyrrolidin-1-yl)-N-{2,3- 
dimethyl-5,6,7,8-tetrahydrofuro[2,3-b]quinolin-4-yl)acetamide, claims 1-8. Affirmation of 
this election must be made by applicant in replying to this Office action. 

Applicant is reminded that upon the cancellation of claims to a non-elected 
invention, the inventorship must be amended in compliance with 37 CFR 1 .48(b) if one 
or more of the currently named inventors is no longer an inventor of at least one claim 
remaining in the application. Any amendment of inventorship must be accompanied by 
a request under 37 CFR 1 .48(b) and by the fee required under 37 CFR 1 .1 7(i). 

DETAILED ACTION 

Claims 1-8 are being examined on the merits herein. The claims are being 
examined to the extent that they read on the composition and the intended use is not 
being given patentable weight. 



Claim Rejections - 35 U.S.C. § 112 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification sliall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

Claims 1-8 are rejected under 35 U.S.C. 1 12, first paragraph, because the 



specification, while being enabling for treating schizophrenia with 2-(2-oxopyrrolidin-1- 
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yl)-N-(2,3-dimethyl-5,6,7,8-tetrahydrofuro[2,3-b]quinolin-4-yl)acetamicle, does not 
reasonably provide enablement for treating schizophrenia with all compounds of 
Fomiula I. The specification does not enable any person skilled in the art to which it 
pertains, or with which it is most nearly connected, to use the invention commensurate 
in scope with these claims. 

The instant specification fails to provide information that would allow the skilled 
artisan to practice the instant invention without undue experimentation. Attention is 
directed to In re Wands, 8 USPQ2d 1400 (CAFC 1988) at 1404 where the court set 
forth the eight factors to consider when assessing if a disclosure would have required 
undue experimentation. Citing Ex parte Forman, 230 USPQ 546 (BdApIs 1986) at 547 
the court recited eight factors: (1 ) the nature of the invention; (2) the state of the prior 
art; (3) the relative skill of those in the art; (4) the predictability or unpredictability of the 
art; (5) the breadth of the claims; (6) the amount of direction or guidance presented; (7) 
the presence or absence of worthing examples; and (8) the quantity of experimentation 
necessary. 

(1) The Nature of the Invention: The rejected claims 1-8 are drawn to a 
therapeutic agent for schizophrenia comprising the compound of formula (I) as the 
active ingredient. 

(2) The state of the prior art: The state of the art regarding treating 
schizophrenia is high. However the state of the art for the treatment of schizophrenia 
with all compounds of formula (I). The skilled artisan would view that the treatment of 
schizophrenia with all compounds of formula (I) is highly unlikely. 
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(3) The relative skill of those in the art: The relative skill of those in the art is 

high. 

(4) The breadth of the claims: Claims 1-8 embrace a therapeutic agent for 
schizophrenia comprising a compound of formula I as the active ingredient. 

(5) The amount of guidance or direction presented: In the instant case, 
working examples are presented for treating an animal model of schizophrenia with 2- 
(2-oxopyrrolidin-1-yl)-N-(2,3-dimethyl-5,6,7,8-tetrahydrofuro[2,3-b]quinolin-4- 
yl)acetamide in the specification on pages 13-14. As a result of the treatment, after 
treatment with the test compound there was an improvement in the passive avoidance 
reaction. However, there are a lack of working examples presented in the specification 
as filed showing how to treat schizophrenia with aH compounds of formula (I). For 
example, the compound of formula (I) has many possible substitutions that can be 
applied to R\ A, and B, thereby leading to distinct chemical compounds. Because each 
compound is distinct structurally, each compound may have different reactivity, 
solubility, oral bioavailability etc. Note that lack of a working example is a critical factor 
to be considered, especially in a case involving an unpredictable and undeveloped art. 
See MPEP§2164. 

(6) The presence or absence of working examples: Applicant provides 
working examples for treating schizophrenia with 2-(2-oxopyrrolidin-1-yl)-N-(2,3- 
dimethyl-5,6,7,8-tetrahydrofuro[2,3-b]quinolin-4-yl)acetamide. However, applicant does 
not provide any working examples for treating schizophrenia with all compounds of 
formula (I). 
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(7) The quantitation of experimentation necessary: Claims 1-8 reads on a 
therapeutic agent for schizophrenia comprising a compound of formula (I) as the active 
agent. As discussed above, the specification provides examples for treating 
schizophrenia with 2-(2-oxopyrrolidin-1 -yl)-N-(2,3-dimethyl-5,6,7,8-tetrahydrofuro[2,3- 
b]quinolin-4-yl)acetamide, but the specification fails to provide sufficient support for 
treating schizophrenia with all compounds of formula (I). As discussed above, all 
compounds of formula (I) will have distinct structures, lending to different reactivity, 
solubility, oral bioavailability, etc. Applicant fails to provide information sufficient to 
practice the claimed invention, absent undue experimentation. Genetech, 108 F.3d at 
1 366 states that "a patent is not a hunting license. It is not a reward for search, but 
compensation for its successful conclusion" and "patent protection is granted in return 
for an enabling disclosure of an invention, not for vague intimations of general ideas that 
may or may not be workable". 

Claim Rejections - 35 U.S.C. 102 
The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
states. 

Claims 1-8 are rejected under 35 U.S.C. 102(b) as being anticipated by Gualtieri 
et al; (Pharm Acta Helv 74 (2000) 85-89). 
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Gualtieri teaches therapeutic compounds, such as MKC-231 (2-(2-oxopyrroliclin- 
1 -yl)-N-(2,3-dimethyl-5,6,7,8-tetrahydrofuro[2,3-b]quinolin-4-yl)acetamide of the 
presently claimed invention (see Section 6 and Figure 6). 



Conclusion 

No claims are allowed. 

Contact Information 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Renee Claytor whose telephone number is 571-272- 
8394. The examiner can normally be reached on M-F 8:00-4:30. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Sreeni Padmanabhan can be reached on 571-272-0629. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more infomiation about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



Renee Claytor 




